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Office Action Summary 



Application No. 

10/021,667 



Art Unit 

1626 

- The MAIUNG DATE of this communication appears on the c over sheet wlW we correspondence address - 



Examiner 
Taofiq A. Solola 



Applicant(s) 
SAHOOETAL. 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

- If NO period for reply is spedlied above, the max,m^^^^^ ABANDONED (35 U.S.C. § 133). 

■ r:rp!?;a^Tyre^r.rre^rK^^^^ 

earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

I )□ Responsive to communication(s) filed on 29 May 2003 . 

2a)n This action is FINAL. 2bM This actionis non-final. 

3) 0 Since this application is in condition for allowance excepHo^^^^^^^^ Tss'o G 2?l '° " 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 u.^^. zi^. 

Disposition of Claims 

4) n Claim(s) 1-32 and 35-56 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 0 Glaim(s) 1-32 and 35-56 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: 3)0 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

II )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(aV(d) or (f). 
a)n All b)n Some* c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certrfied copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attacliment(s) 

RTf « r, . n » ^ mm ftQ9^ 4) □ Interview Summary (PTO-41 3) Paper No{s). . 

1) 0 Notice of References C,ted(PTO-892) y Noticeoflnfomial Patent Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) t>) LJ Nonce ot inrom „ 

3) □ infomiation DIsdosure Statement(s) (PTO-1449) Paper No(s) 6 . 6) U Other: 



"p^SlRer()4SlT'* Office Action Summary Part of Paper No. 9 
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This communication supersedes the previous Office Action. 
Claims 1-32, 35-56 are pending in this application. 
Claims 33-34 are canceled. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Claims 29-30, are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particuiarly point out and distinct^ daim the subject matter which applicant regards 

as the invention. 

The claims are indefinite because claim 29 is an independent claim but rely on claim 1 
for the definition of the substituents of formula la. Claim 29 must stand alone to define the 
invention. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that fomi the 
basis for the rejections under this section made in this Office action: 
. A person shall be entitled to a patent unless - 

StstBS. 

Claims 1-4. 6, 8, 10. 12, 14-16, 21-22, 24-24. 35-43, 44-^5, 50 are rejected under 35 
U.S.C. 102(b) as being anticipated by Clemens et al.. US 5,563.164. 
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Clemens et al., disdose compounds of general formula I, examples 6, 12, their 
compositions and several methods of use. See the abstract; column 1 . line 65; and columns 36- 

39. 

Claims 1-4, 6, 8, 10, 12, 14-17, 21-22. 29-30, 35. 44-45, 50 are rejected under 35 
U.S.C. 102(b) as being anticipated by Penning et al.. J. Med. Chem.. (1995). Vol. 38, No. 6. 
paged 858-868. 

Penning et al.. disclose compounds 4-5, 7-9, 11, 13. 16. 15-19. 23-24. 27, 29. their 
composition and method of use as anti-inflammatory. See also compounds in tables 1 and 2 

Claims 1-6. 8. 10, 12, 14-16. 21-22. 24-25.. 29-30. 35, 44-45, 50 are rejected under 35 
U.S.C. 102(b) as being anticipated by Djuric et al., US 5.073.562; and Sofia. US 5.352.690, 
individually. 

Djuric et al., dislcose compounds having generic formulae I, II, examples 5, 7-14. 16-17. 
21 , 23-29, 32-33; their compositions and method of use as anti-inflammatory. 

Sofia discloses compounds having generic formula I, compounds in scheme 3, columns 
9-10, scheme 4, columns 1 1-12, examples 9-10. their compositions (columns 55-58) and 
method of use as anti-inflammatory. See claims 1-23. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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Claims 6-7. 9.11, 13,26-28, 31-32. 44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Clemens et al., US 5.563.164; Penning et al.. J. Med. Chem.. (1995). Vol. 38. 
No. 6. paged 858-868; Djuric et al., US 5,073.562; and Sofia. US 5.352.690. individually. 

Applicant claims compounds having generic formula I. wherein R1 Is alkyl. R2-R3, R5- 
R9 are each H. R4 is alkoxy. optionally substituted cycloalyl or heterocyclic (hetcyc). n is 3-4. X 
and Y are each oxygen. Applicant position isomer of the compounds wherein X is attached to 
the benzopyran at position 6 (claim 9) and stereoisomers in claims 31-32. Applicant also claim 
a method of use for treating cachexia (general physical wasting condition due to chronic 
disease). 

Dfitermination oftha scooe and content of the nrinrart (MPEP §2141.01) 

Clemens et al., teach compounds of general formula I. examples 6. 12. See the abstract; 
column 1. line 65; and columns 36-39. and several methods of use. The compounds are 
represented by racemic structure; n is 2: R1-R3. R5-R9 are each H; R4 is substitute phenyl or 
alkoxy; n is 2; X and Y are each oxygen. 

Penning et al.. teach compounds 4-5. 7-9. 11, 13, 16. 15-19. 23-24. 27. 29, and method 
of use as anti-inflammatory. See also compounds in tables 1 and 2. The compounds are 
represented by racemic structure wherein R1-R3. R5-R9 are each H. R4 is specific 
heterocyclics; n is 2; X and Y are each oxygen. 

Djuric et al., teach compounds having generic formulae I. II, examples 5, 7-14. 16-17. 
21 . 23-29. 32-33, and method of use as anti-inflammatory. The compounds are represented by 
racemic structure wherein R1-R3. R5-R9 are each H. R4 is specific heterocyclics; n is 2; X and 
Y are each oxygen. 

Sofia discloses compounds having generic formula I, compounds in scheme 3. columns 
9-10. scheme 4. columns 1 1-12. examples 9-10. and method of use as anti-inflammatory. See 
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claims 1-23. The compounds are represented by racemic structure wherein R1-R3. R5-R9 are 
each H, R4 is all<oxy; n is 2; X and Y are each o)iygen. 

Ascertainment of the difference between t h (^ nriorart and the claims (MPEP §2141.02) 

The difference between the instant invention and that of Clemens et al.. Penning et al.. 
Djuric et al.. and Sofia is that applicant is claiming R1 is alkyi; n is 3-4 and isomers instead of n 
is 2, and racemate by Clemens et al.. Penning et al., Djuric et al.. and Sofia. 
Finding of prima facie obviousness—ratio nal and motivation (MPEP §2142.2413) 

However, a novel and useful compound, which is isomeric with a compound of prior art, 
is not patentable where the new compound is not shown to possess new and unexpected 
utilities. In re Norris, 84 USPQ 458. Applicant is reminded that when the difference between 
compounds is only in the length of a carbon chain such compounds are adjacent homologs. 
However, adjacent homologs are prima facie obvious. In re Henze, 85 USPQ 261 (1950). Also, 
a chronic disease, such as. would necessarily results in caxechia. 

Therefore, the instant invention is prima facie obvious from the teaching(s) of Clemens 
et al., Penning et al.. Djuric et al.. and Sofia. One of ordinary skill in the art would have known 
to claim the isomers and adjacent homologs of the compounds of Clemens et al.. Penning et al.. 
Djuric et al.. and Sofia at the time the instant invention was made. The motivation is that it is 
well known in the art that isomers have similar biological and chemical activities. This also true 
of adjacent homologs. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See /n re Goocfman. 11 F.3d 1046. 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887. 225 USPQ 645 (Fed. Cir. 1985); In 
re Van Ornum, 686 F.2d 937. 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and. In re Thorington. 418 F.2d 528. 163 USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
p3 the conflicting application or patent is shown to be commonly owned with this 

BSecl:!!Inu^^ V'^!a registered attorney or agent of record may sign a temiinal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

A rejection based on double patenting of the "same invention" type finds its support in 
the lanquaqe of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
use ul process ... may obtain a patent therefor ..." (Emphasis added). Thus the fm "same 
nvtS^n this context, meins an invention drawn to identkjl -^ject m^^^^^^^^ 
Eaale Mfg Co 151 U.S. 186 (1894); In re Oc/cert, 245 F.2d 467. 1 14 USPQ 330 (CCPA 1957). 
and In re Vogel, 422 F.2d 438. 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 1 01 ) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Claims 1-32. 35-56 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 1-46 of copending Application No. 09/961 .841 . This is a provisional 
double patenting rejection since the conflicting claims have not in fact been patented. 

Applicant's arguments filed 3/31/03 have been fully considered but they are not 
persuasive. Applicant contends that the subject matter in this application and 09/961 .841 . are 
not the same or overlapped. This is not persuasive because applicant provides no evidence or 
argument in support this assertion. 

Warning 

Applicant is advised that should claim 36-43 are found allowable, the claims will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it Is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 
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Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Dr. Taofiq A. Solola whose telephone number is (703) 308-4690. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Mr. Joseph McKane. can be reached on (703) 308-4532. The fax phone number for 

this Group is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-1235. 




June 6, 2003 



